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The editorial policy of this JOURNAL 1s 
to record the progress of the law in the 
field of food, drugs and cosmetics, and to 
provide a constructive discussion of it, 
according to the highest professional 
standards. The Foop DruG Cosmetic LAW 
JOURNAL is the only forum for current dis 
cussion of such law and it renders an im 

portant public service, for it is an invaluable 
means (1) to create a better knowledge and 
understanding of food, drug and cosmet 
law, (2) to promote its due operation and 
development and thus (3) to effectuate its 
great remedial purposes. In short: While 
this law receives normal legal, administrative 
and judicial consideration, there remains 
a basic need for its appropriate study as 
a fundamental law of the land; the JouRNAt 

is designed to satisfy that need. The 
editorial policy also is to allow frank dis 

cussion of food-drug-cosmetic issues. The 


views stated are those of the cont! ibutors 


and not ne essarily those of the pub- 


lishers. On this basis, contributions and 


omments are invited. 
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Food Standards in England 
and Wales 
By M. COMPTON 


The Head of Food Standards, Hygiene and Slaugh- 
terhouse Policy in the Ministry of Agriculture, 
Fisheries and Food Describes the Work of His 
Division Toward Reasonable, Feasible Standards 


b aoang ARTICLE DEALS with compositional standards only \t 
the end of it, a summary shows provisions of all the statutory food 
standards currently in force in England and Wales Che reader ot 
the appendix may well be struck by the apparent randomness of the 
list of foods subject to standards. There is a standard for flour but not 
idard for ice cream but not for sweets; a standard for 

it for sausages; and standards for soft drinks 
in alcoholic content It is the purpose ¢ f this arti 
ine some of the factors in the British situation which explan 
inomalies, as well as to explain the procedures by 
are devised It is necessary to explain not only 
included in the list of standard commodities 


are omissions 


Foods Subject to Standards 
ld in England and Wales is subject 
standards are laid down. The Food and Drugs 
1955, under Scotland and Northe Ireland, whi 
made or kept acts, with minor and unimportant 
England and ences the ! 


gislature for countries 


361 
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kes it an offense to sell a tood which is “not of the nature 


ot of the quality demanded by the 
1On ot 


the substance ind 
ases no difficulty arises in the applica 
who oftered as “marzi 


In many t 
provisiol For instance, a selle1 


ct made up of almond flavoring and a paste from nuts « 
nds would be guilty of an offense. Local authorities 
I difficulty 


Toor i] “1 would expect . 


Thus, many foods may 


because such specific de 


ministers in the ac 
supplement these ge 
f the act ror 


OTKING 2 


regulation 


certall On 


Prescription of Statutory Standard Sometimes Impracticable 


Anot obvious explanation f the omit 


that the 
0 apply 


ic term « 


ku d which has OCCAaAS1O 
vears is the sausage 
There is a body of opini 


eves that it would be desirable to establish a standard for the m« 


ormal trade practice t add a prope rti 


pork and beef when manufacturing the produ 
ld as pork or beef sausages. Since no method of analys 


ivailable for determining the proportio 
government has concluded that it wou 


aatisfactory standards for pork sausages and beef sausag 


uld be at the same time 


of ditterent kit 


| »impossibl 


tvpe vhich we 


iv-est tblished ar d reputable 
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Historical Background 


lo a very considerable extent, the present list of tood s d 


is a legacy from the war vears of 1939-1945 and 
which followed 


the period of contro 
It was not until the Food and Drugs Act, 1938, tl 


nat 
ministers had any power to make regulations laying « 


1 
] 

i 

rt comp sit 1 


his act had not come into tore 


World War II, 


ind during that interim pe 


food laws as such \\ ith acute 

however, and the dat ye! tha 
compound foods could be debased 

produce the 


recog! ized 

largest quantity of 

la ts, particularly with 
Value action 


n for certain foods were ] 


rescl 


rice and supplies 
have beer 
positi 

decision 


ide under 


food and « 


is done, and ma 
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effect 


1956 
Various types 
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however 
(or which more \ 
need for permanent 


purchasers 


Review and Revision 


standards which are a Ike 


e being reviewed 


This work 1s bei 


‘ 
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Certain changes in the existing standard for ice cream have 
recently been recommended. Also, a report on the standards for soft 


drinks has recently been published. 


Two Types of Control—How Used 
There remains one other factor which may explain why particular 
oods are or are not made the subject of standards of composition 
The food legislator may be thought of as having two principal weapons 


in his armoury—the one is control over what may and may not 


] " 
1>¢ 


contained in food; the other is control over how a particular food is 
designated, labeled and advertised. Often both weapons must be used, 
put there are other Cases where a 4 hor e can be made as to W hi h W ill 


best serve to protec t the consumer 


Where a minimum standard is laid down, the purchaser 
sured that when he buys the food to which the standard relates it will 
be of not less than the given compositional quality. But sometimes 
t may be better to allow freedom in the way food is manufactured 
provided the purchaser is informed of the nature and amount of the 
ngredient or ingredients which have been used. This is ially 
the method that has been adopted with alcoholic drinks. Take the 
case of whisky: There is no standard of composition as such in this 
ountry (or in Scotland for that matter), but the purchaser 

rmed about its proof spirit content 


\Whisky sold prepacked for sale must bear a consp1 


min prescribed form of the percentage of proof spirit 
whisky is diluted so that its proof spirit content is le 
rt. 2 special declaration is needed in the follo 


ith water to not less than proot spirit 


isions apply to other spirits 


Establishment and Review—Function of Food Standards Committee 


With this explanation of the present list of standards 
now describe briefly the process by which a standard is estal 
roan existing one reviewed The Food and Drugs Act emp: 
ministers to make such regulations about the composition of foo 
appear to them “necessary or expedient in the interests of the publi 
health, or otherwise for the protection of the public.” Ministers are 
advised in the use of these powers by the food standards committes 


which consists of representatives of the government departments 
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concerned,” of the food industry and of enforcing authorities, and 


i 


members appointed in a personal capacity. In recognition of the point 
which has just been made about the complimentary nature of control 
over composition and food labeling and advertising, the terms of refet 


ence of this committee have recently been revised to give the con 


mittee equal freedom to recommend control of composition, description 


labeling and/or advertising. The new terms of reference are: 


ary ot State tor Scotl 
Minister of Health, and 
he Home Dep 
of tood, 
Ministers by 


rrresponding 


In addition to ‘inquiry on bread and flour and 


sott-drinks standards to which references have alread, 
committee has at present under consideration questi 


meat ic tne standard tor table iellies, and the possibl 


I 


as an icial sweetene! 


Procedure 


] 


normally calls for evidence 


‘cted and from 
e whether 
necessa’ry and 


; 


Y into account 
ers and the avall 
then prepares 
an oppor 
Ss recomme! 
mittee’s recomn 
sions are take 


be made, the 


Fisheries 
of Health; the po 
otiand the ent 
Government ake 
Department of irking 
ind the Medical descript 
food Sy 
ind Drugs Act Drugs (Sc 
of Agriculture Food and 
he Minister of 1958. give 
power to make regu of State 
composition and of Healt} 


> permits Northern 
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be further consultation with interests substantially affected before 
such proposed regulations are made. When these consultations have 
been completed, the regulations are made to come into operation on 
a date laid down by the ministers making the regulations 

From that date, the regulations have the force of law and are 
enforced by local authorities in the same way as are other regulations 
and the general provisions of the act itself. A copy of the regulations 
must be laid on the table of the House of Commons and of the House 
of Lords; for 40 days from the making of the regulations, any 
Member of Parliament may move a prayer for their annulment 
Should this be done, there is a debate in the house, at the end of which 
a vote may be taken and, should there be a majority in support of the 
praver, the regulations would immediately cease to the law Such a1 
event is unusual, but the moving of a prayer does provide opponents 
of any regulation with an opportunity to express their views and 
represents the scrutiny of Parliament over the exercise by Ministers 


of the powers which have been delegated to them 


Conclusion 
\lthough next year we shall be celebrating the centenary of Eng 
lish food and drugs legislation, only during the last 20 years have 
powers been available to prescribe statutory standards of composition 
When the committee, on whose recommendations these powers were 
granted, reported in 1934, it went on to say 
Wes ild recommend that the 
lit rition ) ket 


I 


here the consume! 


This continues be our basic approach. W 


requires no protection or the general provisions of the Food and Drugs 


Act are adequate, there is no desire to legislate t ntrol how manu 


facturers shall prepare the foods which they hope to sell. Where 


public interest is better served by telling the purcha 


facturer is doing rather than controlling what he 
labeling and advertising may take the place of ¢ 
ards. The approach to standards policy must esse1 
Developments in food technology, the marketing « 


of toods, and more knowledge about the nutritional 


} 


components of food may lead to more or to fewer standards 


thusiasm for standards must be tempered by what it is reasonable t 


devise and feasible to enforce [The End] 
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APPENDIX 
Existing Food Standards in England and Wales 


Butter and Margarine—Food Standards (Margarin 
613) All margarine sold at retail for general 
iterer must contain (1) not less than 760 inter: 
an 940 international units of vitamin A per oun 


international units an 10t more than 100 internat 


Food Standard sutter & Margarine) Re 
Labeling of Food (Amendment) Regulations 


ist contain not more than 16 per cent of water 


Margarine must contain not more than 16 per cet 


to 10 per cent of milk fat, but where any claim 


derived from butter, cream or milk) 
é he wrapper and in advertisen 


Standards (Coffee Mixtt 


ire 
mixture (often ci Ky 


Condensed M Public Health (Condensed Milk) R 
1923, No. 509, as amended by S. R. & O. 1927, No. 1092 


» 896) 1) Sweetened or unsweetened tull crean 


f ‘ 

nt of milk tat and 31 per cet 
condensed skimmed 

iding milk fat 
skimmed 
ling milk fat 
labeling 
7 


] 
sold 


"I 
Thlik, 
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urry 


Powder) Ord 1949, No 
rry powder must contau 
aromatic herbs 


| n &5 

, and than 20 
powder 

Health (Dried Milk) | 

©. 1929. No. 1093. 


Dried milk describe 
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re addition is necessary, as follows: im the 
uced iron (ferrum redactum) or terric ammo 
vitamin B,, nicotinic acid and nicotinamide, m 


British Pharmacopoeia or the British 


lour used for government stockpiling or experimet 


n waters, in } ations designed to facilitate the 


ir, and in hospitals for diagnosis, treatment or r¢ 


United Kingdom is exempt from the above req 


d Standards (Ice ‘ream) 
and 1c¢ cream, 
exceptions noted bel 

hich may be vegetable 
f nonfat milk solids, the 
Che sugar content may 


ning material derived 


S truit, t 


alternative 


mend the present for dairy 
ind Parev (kosher) n both 
separate standards present 
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In all other cases where 


Where a figure appears in pare! 
the second column, it denotes the cated, the first-named 
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or in part of white mustard flour or brown mustard flour or (3) brown mustard 
sold under the description “brown mustard.” 

Veat Offal—Offals in Meat Products Order (S. I. 1953, No. 246).—Uncooked 
open meat products (for example, beef sausages and pork sausages) must not 
contain the following offal: brains, feet, fries, gut (including chitterlings), mami 
folds, paunches, udders, sweetbreads, tripe, melts or lights, spinal « 
pigs’ maws and calves’ veils 


Saccharin—Food Standards (Saccharin) Order (| 53, No. 1310) 


Saccharin is the only artificial sweetener which may be 1 food tor human 


consumptiol 


\ saccharin tablet or a sweetening table containing saccl 
: +1 


(1) not less than 0.18 grain of saccharin and not more than 0.22 grain sacchari 
the equivalent weight of soluble saccharin, (2 ugh bicarbonate to make 


the sacchari ( mmpletely soluble and (3) no mor 
watel 
contain sodium bicarbonat 


“excipient,” but the total am 


amount of saccharin 
ing Food Standards (Salad 


1177) Salad cream, mayo 
! | , 26 ’ 


itamer, 


a Salad « 


‘ 
standard prescribed 
ith the labeling 


cream or may 


lards 
ds Baking 


1H) Seit 


dioxid 
d 


} } 


. maa+ras 
Amended b 54, No. 1089) 
include ; | uit-juice drink (fo 
trate or cordial soda water, tonic wate! 
flavored or not (that is, “fizzy” drinks) 
medicn wr that reason exempt ft 
sold ut ‘ ar and conspicuous descrip 
toni ratiy x medicinal properties and 
to justify the claims made, 
are wo other exceptions (l) a 
spicuously described as such and contaming no 


t 


in volume of liquid glucose or, alternatively, no 
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(2) a soft drink containing no added 


monohydrates and 
consumption 


volume of dextrose 
sugar, and clearly and conspicuously 
people suffering from diabetes, exempt 


described as intended To! 
from the requirements relating to 


by 
added sugar and saccharin 
Apart from these exceptions, soft drinks must comply with the requirements 


set out in the following tables 


STANDARD FOR SOFT DRINKS FOR CONSUMPTION WITHOUT DILUTION 


Vinimum Ouantity Vinimum 
Fruit Juice Ouantity 
Vaxrimum 


(Expressed m of Added 
Ouantity Other Require 


Terms of Juice oj Sugar 
. brags 


Description of} Vatural per Ten of ments as 
Drink Strength) 80 Pts Gals Saccharin C omposttion 


18 oz 82 grains 


Soft 
Any citrus truit 48 fluid oz 
juice and barley (23% pts.) 


drink 


48 fluid 


(2% pts.) 


Z 


Lime juice and 

soda 

Drinks made pe a : oO 
Ms OZ from not less 


from whol 
tresh oranges i 
ninuted 


ranges 


Any other de 
scription of sott 
drink containing 
fruit juice 
Indian or 
quinine ton 


water! 


Ginger beer and 
herbal and bo 
tanical beers 


+} 


and any other 
description ot 
soft drink (ex 
cept those tor 
consumption 
ifter dilution ) 
drink referred to maximum saccharin content specified 


Note Where any soft 
column 4 does not apply 


in the above table contains not less than 
7 pounds of sugar per ten gallons, the 


than Ibs ot 


in 
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STANDARD FOR SOFT DRINKS FOR CONSUMPTION AFTER DILUTION 


Vinimum 
Vinimum Quantity Ouantity Vaximun 
of Fruit Juice of Ouantity 
(i xpressed in Added C/ther 
Terms of Juice of Sugar Saccharim Requirements 
Natural Strength per per 
per Ten Gals Ten Gals TenG 


7% Ibs 


iks made 7 Ibs 
trom whole 


ranges 


1 Standards (Suet) Order (S. 1. 1952 
ndered beef fat, it must be free from fibr 
han 99 per cent by weight of beef fat 

suet mu » COl 


isist ot 


shredded, flaked 
t must contain 


farinaceous material 


‘ood Standards { lable if lhes) Orde 


1955, No. 828) (1) Table jel tal 


forming materials, wit! 


t including tarinace 
e tablet must contain not less al 


per cent by weight of soluble solids 


lable jelly crystals must consist of su 
witl ther ingredients (but not 


rm Che crystals must normally 


setting gelatine is used, such a | 
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the resulting jelly too sweet. In this case, the crystals must contain sufficient 
ensure that when the crystals are made up ready for consumption, ea 


pint of table jelly sweet contains not less than 24% ounces of sugar 


Sugar to 


(3) Table jelly compounds must consist of sugar and gelatine or othe 
jelly-forming materials with other ingredients to form a product that, when made 
up with milk, will satisfy the setting test. The product must contain not less 


than 50 per cent of sugar and not more than 20 per cent by weight of starch 


} 


\ setting test is also prescribed to ensure that the product will set when it is 


prepared according to the directions on the packet 

Tomato Sauce, Ketchup, etc—Food Standards (Tomato Ketchup) Orde 
(S. Ll. 1949, No. 1817—S. I. 1956, No. 1167).—Tomato ketchup, catsup, sauce or 
relish must (1) contain not less than 6 per cent by weight of tomato solids 


derived from clean and wholesome tomatoes or from tomato puree, (2) be free 


from seeds or other coarse or hard substances, (3) mot contain any fruit or vege 
tables other than tomatoes except onions, garlic and spices added for flavoring 
f 


and (4) not contain copper in excess of 20 parts of copper per million parts of 


dried total solids 


¢ MISREPRESENTATION—DRUGS, COSMETICS ¢ 


Antibiotic . . . A firm manufacturing an antibiotic is charged with 
using advertising containing reproductions of doctors’ business cards 
and prescriptions listing fictitious names, and not the names of actual 
practicing doctors, with the alleged effect of misleading practicing doc 
tors to prescribe the product for their patients. (Released May 25, 1959.) 


Medicinal tablets . . . A firm is ordered to stop representing that 
its medicinal tablets relieve severe aches or pains of arthritis and rheu 


matism, and related conditions (Issued May Zi: released June 5. 1959.) 


Weight reducer . . . Charges that a distributor of weight-reducing 
tablets, and three of its officials, falsely advertised that the product 


would enable obese persons to lose a pound of weight a day have been 


dismissed. The distributing company has been dissolved and its assets 
sold to a new corporation, with which only one of the three former off 


cials is connected. (Released May 30, 1959.) 


Hair and scalp preparations . . . Two distributors of hair and 


scalp preparations are ordered to stop falsely representing that their 


preparations can prevent baldness and grow hair. The Federal Trace 
Commission, in finding that they had advertised that their prod 


t tuture 


ucts 


would be effective in cases of male-pattern baldness, ordered tha 
claims be limited to cases other than of that type. The evidence showed 


that the male-pattern type accounts for 90 per cent or more of all 


heck 


baldness and that in such cases the preparations are incapable 


ing thinning hair, preventing baldness or inducing ne hair g 


(Issued May 21; released June 5, 1959.) 


Perfumes .. . A firm is ordered to stop misrepresenting domesti 
cally made perfumes as French imports, and fictitiously pricing sucl 
merchandise. (Released May 27, 1959.).—CCH Trane ReGutation Ri 


PORTS { 28,023: 28,053; 28,049: 28.050; 28,037 





Labeling and Advertising 


as Mass Communications 
By WILLIAM J. RISTEAU 


An Attorney in the Department of Health, Education, and Welfare Examines 
Instances of Deception by Sophisticated or Ambiguous Language. Views Ex- 
pressed Are His Own and Do Not Represent Official Position of His Department 


i ise Federal Food, Drug, and Cosmetic Act! makes illegal the 
introduction into interstate commerce of foods, drugs, therapeuti 
devices, and cosmetics which are misbranded by false or misleading 
labeling statements.* These provisions are most frequently applied 
today in enforcement actions involving drugs or devices for which 
exaggerated or totally baseless representations of therapeutic efthcacy 


are made 


When these therapeutic claims are made clearly and without 
equivocation, the government is ordinarily able to present an im 
pressive medical case to establish their falsity and is usually success 
ful in the enforcement proceeding. Consequently, the purveyors of 
such products have modified their sales techniques by the use of am 
biguous language and disclaimers in fine print. Many use suggestive 


names to create a desired impression in the mind of the reader. In 


52 Stat. 1040 (1938), 21 USC Secs. Wl 34 Stat. 768 (1906). 21 USC Sees 
and following (1946) following. the most important 
52 Stat. 1047 (1938). 21 USC Sec. 343(a) ing under comparable provisions 
(1946) Foods 52 Stat 1050 (1938) 21 the misbranding of foods In 
SC Sec. 352(a) (1946) Drugs and De not until the passage of the 
ces 52 Stat. 1054 (1938), 21 USC Sec Amendment in 1912 (37 Stat. 416 (191 
362(a) (1946) Cosmetics US Sex 1 (1946)) that the 
" ’ 


This was not always the case. Under clearly made to cover false 
the Federal Food and Drugs Act of 1906 claims for drugs 





PAGE 378 FOOD DRUG COSMETIC LAW JOURNAI IUNE, 1959 


addition, pictures of men in white coats and diagramatic sketches of 


the stomach or other organs are utilized to sell medicines 

Because situations of this type frequently arise, a considerable 
body of law dealing with the interpretation of labeling and the im 
pression which it conveys to the mass audience has come into exist 
ence. Efforts have been made to develop lines of admissible evidence 
from experts in marketing psychology, mass communication and sales 


romotion to prove that the reader will receive a particular impres 
| | 


i 


sion from the promotional matter 


Legal Principles Applied to Interpretation of 
Labeling or Advertising 


The earliest decision under the Food and Drugs Act of 1906 
to deal with the construction of labeling was, appropriately enough, 
the first case to be reported under the Act. Thus, in U. S. v. Harpe? 
the court instructed the jury that it had to decide whether the words 
“Branefude” and “Cuforhedake” constituted representations as to the 


usefulness of the products involved 
lar 


Although the case was decided in 1908, much of the guag 
of the court’s instructions does not differ widely from that used 
the present time. For example, the charge included the now 
direction that labeling was to be censidered as being directed 
common man and not the expert, that labeling statements were 


be considered in context and that the law prohibited, as it does now 
abeling statements which are false or misleading “in any particular 
‘ 


\lthough the meaning of labeling was treated as a question of 


fact in the Harper case, the courts did not, on occasion, hesitate to 


1 


rule on the question in motions for dismissal or demurrers, then pet 


mitted under federal procedure. In many such cases, decisions were 


1 


rendered against the government where it was clear, from a reason 


The continuing concern of enforcement twelve men or women as a matter 
officials for these problems is illustrated by that the over-all impression created 
1 recent speech of Malcolm R. Stephens label is misleading It is in these sit 
Director of the Bureau of Enforcement of tions that we have found it necessary to 
the Food and Drug Administration. In this spend considerable amounts of the tax 
speech, entitled “‘FDA Looks at Labels payers’ money to employ label analysts 
and delivered on March 13, 1958, to the and make consumer surveys to develo] 
Label Manufacturers Association, Inc., Mr convincing evidence of our allegatio 
Stephens said misbranding 

Primarily, it [determining what should See footnote 3 
appear on a label] is a matter of the use of * White and Gates, Decisions ¢ 
marketing and sales psychology addressed Cases under the Federal Foo 
to the mass audience Act, hereinafter cited 

He also said that sometimes it is no Gates,’* at p. 11 
easy matter to show the court or a jury of 
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able examination of the labeling, that a substantial likelihood of de 
ception was present. In U. S. v. Schurman,' for example, the defendants 
were prosecuted for shipping in interstate commerce a product labeled 
as “Genuine Dutch Tea Rusk—made in Holland, Mich.” In spite 


of the fact that the words “made in Holland” appeared, in the words 


of the court, with “undue prominence,” the question of the deceptive 


nature of the label was decided against the government on 


a pre 
liminary motion. 


\lthough there are some exceptions,” later cases generally hold 
that the significance of labeling is a matter to be decided by the trier 
of fact in accordance with rules of construction laid down by the courts 
The decision most frequently used as a guide, perhaps, is that por 

| ‘ 4 
tion of U. S. v. 95 Barrels Distilled Apple Cider Vinegar,’ where 
the Supreme Court stated: 
The statute is plain and direct. Its compre! 
statement, design, and device whicl may mislea 
statements not technically 
statute 1s to prevent th: 
trom statements whicl 
rs, and devices 
to mislead should | 


Act 


other decisions under both the Acts of 1906 and 1938 


the cou have dealt with the manner in which labeling should be 


resented. Typical of the language used is that of Bradley v. U. S 
| YI 


\\ 


where the court, confronted with a label which said that the drug was 
“recommended in the treatment of” a disease 
ild only mean tha 
ases named vould eftect 


mmend it Unless thi 


nts which wou alleviate 


the directions thereor 


The Federal Food, Drug, and Cosmet ‘lf contain 


S Sane 


» the interpretation of labeling. Thus, Section 201(n)'* provides 


te and Gates, at p 


Bre le [ 


Act of 1906 i ‘ t 
jes of Dr Williams Pink 
ind Gates, at p. 680 (DC Pa / 
233 F. 71 (CA-3,. 1916): U. 8 CCH Foo 
‘ompany, N. J. 5548, White and © 7263. 113 
p. 8238 Under the Act of 1938 and I S 
Seven Jugs ioe Salsbury’'s CCH Food Drug Cosmet 
53 F. Supp. 746, 759 (DC Minn * 7264. 114 F. Supp. 461 (DC 
lusa Remedy Company v. I! S 52 Stat 1041 (1938) 


321(n) (1946) 
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If an article is alleged to be misbranded because the labeling is misleading, 
then in determining whether the labeling is misleading there shall be taken into 
account (among other things) not only representations made or suggestions 
by statement, word, design, device, or any combination thereof, but also the 
extent to which the labeling fails to reveal facts material in the light of such 
representations or material with respect to consequences which may result from 
the use of the article to which the labeling relates under the conditions of ust 
prescribed in the labeling thereof or under such conditions of use as are custom 


ary or usual.” 


This statutory mandate has frequently been incorporated into 


instructions to juries '* and held applicable where disclaimers or other 


ambiguities have been present in the labeling 


Other statutory requirements for labeling were included in the 
present law in order to ayoid the type of decision encountered in the 
Schurman case."’ Section 403(f),’* for example, requires that any infor 
mation which is required to appear on the labeling of foods be displayed 
conspicuously in relation to other printed matter. Comparable pro 


visions relate to the labeling of drugs, devices and cosmetics 


Many decisions under the Federal Trade Commission Act,*” the 
postal fraud statutes,” and other similar laws deal with the subject 


under consideration. The most important of these decisions, Donaldson 
Read Magazine,*® involved review by the Supreme Court of a fraud 
order of the Postmaster General against an advertisement for a “puzzle” 


contest. The major portion of this advertisement was devoted to a 


description of certain “rebus” puzzles which the winner would be 


required to solve correctly; only in a relatively obscure contest “ru 
did it appear that, in the case of ties, the winner would be chosen on 
the basis of an essay rather than of puzzles correctly solved. In holdi 
that there was substantial basis for the fraud order, the court 

that the reader of an advertisement is not required to be “exceptionally 


acute and sophisticated” or to make a close analysis by “intensive 


‘For the legislative history of this sec Pasadena Research Laboratories. In¢ 
tion and a discussion of the reasons for its v. I S., 169 F. 2d 375 (CA-9. 1948). cert 
inclusion in the Act, see Williams, ‘‘Fail den., 335 U. S. 853 
ure to Reveal Material Facts in Labeling Cited at footnote 7 
$ Food Drug Cosmetic Law Quarterly 64 52 Stat. 1047 (1938) 

(March, 1948), and Kuniholm Constitu (1946) 

tional Limitations on the Regulation of ‘Drugs and devices 52 Stat 
Therapeutic Claims under 1938 Federal (1938), 21 USC Sex 352(c) (1946) 
Food, Drug. and Cosmetic Act,"’ 9 Food metics 52 Stat. 1054 (1938). 21 USC 
Drug Cosmetic Law Journal 629 (Novem- 362(c) (1946) 

1954) 38 Stat. 717 (1915). as amended 
Research Laboratories, Inc l U. S Stat. 114 (1938), 15 USC Sees. 52-56 (1946) 
167 F. 2d 410 (CA-9, 1948), cert. den., 335 ' Rev. Stats. Sec. 3929. as amended, 39 
LU. S. 843: U. 8S. wv. Elmer J. Dailey, Klein USC Sec. 259 (1946) 

feld and Dunn. Federal Food, Drug, and 333 U. S. 178 

Cosmetic Act, Judicial and Administrative 

Record. 1 8-1949, p. 299 


ber 
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and concentrated reading.” The court then reiterated the principle 
that “advertisements as a whole may be completely misleading al 
though every sentence separately considered is literally true” and 
pointed out that “people have the right to assume that fraudulent 


advertising traps will not be laid to ensnare them.” 


In other decisions it has been held that advertising must be con 
strued or interpreted in its entirety and as it would be read by those 
to whom it appeals: ** that the ultimate impression which an adver 
tisement makes on the reader's mind arises not only from what ts 
said, but what is reasonably implied; ** and that even though a state 
ment may be patently false to persons who are scientifically trained 
that fact does not preclude such statements from having the power 
to deceive persons having less knowledge and experience Chese 
ideas have been applied in proceedings under the Federal Food, Drug 


and Cosmetic Act.*' 


Evidence as to Impression Given to Reader 
by Advertising or Labeling 


\s pointed out above, the problem of determining the s 
cance of labeling to the reader arose in the earliest cases invo 
the regulation of labeling. It was only later that attempts were mi: 
introduce evidence, other than the writing itself, to prove the me: 
of the language or its significance to the prospective purchase 

The most readily available type of such evidence, and on 
has been utilized before courts and administrative agencies 
merous occasions is, of course, the testimony of persons 
actually been deceived by the labeling or advertising 


Such testimony is of limited value, however, for it shows 


one person—the witness—received a specific impression; there is litth 


basis for concluding from such testimony that other readers would 
have reacted in the same way to the same printed matter. Mo 
where the question of representations of therapeutic efficacy is in 


testimony that the witness purchased the drug in the e 


Ford Motor Company v. FTC, 1940-1943 *See | E. lrons. Ine " 
CCH Trade Cases * 56.132, 120 F. 2d 175 Food Drug Cosmetic Law Repo 
182 Aronberg 1 FTC, 1940-1943 CCH 244 F. 2d 34 (CA-1, 1957). cert 
Trade Cases © 56,324, 132 F. 2d 165 (CA-7 U.S. 923 
1943) For a recent case in which ch ¢ 
' Aronberag 1 FTC, cited footnote 23 dence was received and comme nted upor 
FTC v. Standard Education Soctety, by the court, see U. 8S. 1 ® Dozen Bottles 
1932-1939 CCH Trade Cases * 55,170 of Tryptacin CCH Food Drug Cosmetix 
302 U. S. 112. 116 Law Reports { 7264, 114 F. Supp. 461 (D« 
Minn 1953) 
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of receiving a cure for a particular disease or condition is only inci 
dental to the witness’ statement concerning the effect which the 
drug had in the treatment of that disease or condition.** This fact 
would seem to limit the use of such testimony by defendants or 
claimants, who are, in most instances, interested in establishing the 
effectiveness of their product and, in order to do so, must admit, at 
least by implication, that representations as to effectiveness have 


been made 


In conjunction with testimony by persons who were actually 
deceived by particular advertising or labeling, testimony has beet 
received from experts or other witnesses who “are in a position to 
know the public mind.” ** Such testimony may take a number ot 
forms. In Charles of the Ritz Distributors Corporation v. kTC,*® tor 
example, a physician specializing in dermatology was permitted t 
testify as to the understanding which a layman would receive from 


advertising for a cosmeti 


On another occasion, in FTC v. National Health Aids, In 


ourt relied upon the affidavits of two individuals described 


ourt as “trained in the psychology and effect of advertisements 


the public mind generally.” These affidavits contained 

analysis of the advertising disseminated by the defendant, 

as the expert’s conclusion that the advertising had been designed 
to create a special impression on the reader's mind. It is worthy of 
note that while the court considered the athdavits of the advertis 
ing psychologists, it resected those of a number of attorneys whicl 
had been submitted by the defendant, for the reason that attorneys 


were not qualified to testify on the point involved: “the net impressior 
J | 


which the advertisment is likely to make upon the g public 


In still another case, officials of the Food and Drug Admi 


tion were permitted to testify, on the basis of long admini 
experience with that agency, as to the impression which label 


give to the consumer. 


*‘ Lav witnesses cannot, of course, testify 2 Adolph Kastor 4 Brother 
is to the existence of disease in themselves 1940-1943 CCH Trade Cases ‘5 
or others (FTC v. Kay, CCH Trade Regu F. 2d 824 (CA-2, 1943) 
lation Reports, Supp. Vol. V, % 5564, 35 ” 1944-1945 CCH Trade Cases § 57 
F. 2d 160 (CA-7, 1929); U. 8S. v. 5 Dozen F. 2d 676 (CA-2, 1944) 
Bottles of “Sulfa-Seb,”’’ 54 F. Supp. 759 1952 CCH Trade Cases ° 67.365 
(DC Mo., 1944)). Such witness may, how- Supp. 340 (DC Md., 1952) 
ever, testify as to symptoms of diseases, *See testimony of witnesses Dunbar 
and such testimony has frequently been re- Crawford and Larrick in the transcript of 
ceived (Aetna Life Insurance Company 1 the record in Mytinger and Cassell 
Kelley, 70 F. 2d 589 (CA-8, 1934)) Inc, v. Ewing, 87 F. Supp. 650 


erry 
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Finally, public-opinion surveys have been utilized to show the 
impression left upon the mind of the reader by advertisements or 
other promotional matter. The use of such surveys as evidence has 
generally been confined to trade-mark litigation and proceedings 
under the Federal Trade Commission Act.** However, in one signit 
icant reported case under the Federal Food, Drug, and Cosmetic Act 
surveys were received in evidence and relied upon by the court in 
reaching its decision. This case is UU’. S. v. 38 Dozen Bottles 


Tryptacin 


The Tryptacin case involved a drug allegedly misbranded under 


Section 502(f)(1) of the Act,** and the regulations promulgated under 


that section,’ in that its labeling failed to bear adequate directions 


for use in all of the diseases and conditions for which it was recom 
mended or suggested in its advertising. This charge of misbranding 
was based upon the fact that the label of the product referred to 
Tryptacin only “For the Temporary Relief of Excess Gastric Acidity 
whereas a full-page advertisement in the local newspapers referred 
! 


in bold face type to the use of the product in the healing of stomach 


ulcers 


On these facts, the government moved for summary judgmet 


under Rule 56 of the Federal Rules of Civil Procedure “ on the ground 


Footnote 32 continued) reaction to an orange-colored beveras 
D. ( 1949), rev'd, CCH Food Drug Cos charged to be adulterated under S« 


netic Law Reports * 7156. 339 U. S. 594 (b)(4) of the Federal Food. Drug 
(1950 While this case differs from the Cosmetic Act, 21 USC Sex $42(b)(4) 


nder discussion in that the court 2 Stat 1051 (1938 1 USC S 
ing to determine the state of f (1946) 
witnesses in making a de 1 FR 1.106(a)(1) 
of probable cause for multiplk " The following nguage 
21 USC Sec. 334(a) and al ve! ement was quoted n 
court did not attach significant ’ rt or sumr 
testimony of the witnesses } ctu ; cal X-Ra 
to be no valid reason for showed Alm omplet 
to ich testimony Weeks STOPS 
extensive analysis of the use of I gnosed STOMACH | 
tvp of case see note Before Tryptacin wa 
lis in Unfair Trade Cases sufferers of excess stom 
Law Review 211 (De fiagnosed stomac) l 
tests were conduc 
FTC 5 group of stomactl 
57.313, 150 F 2 fully observ 
1946-1947 CCH Trade rryptacin 
l 327 «I S. 608 (1946) FT shadow of 
own Preserve Corporation, CCH effective in 
gulation Reports (Supp. 1941-1943) Rays revealed that the 1 patients tes 
139 F. 2d 200 (CA-2, 1943) showed ilmost mplete healing 
' footnote 12 In an earlier weeks Yes } 
8. 2 eA ases Bireley’s to bring soothin l nflar 
Beverage CCH Food Drug Cos tated, painful stoma ] 
iw Reports © 7199, 187 F. 2d 967 Federal Rule of il Procedure 
results of a public opinion USCA 
held admissible to show pub 
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that mere reading of the advertisement showed unquestionably that 
the treatment of stomach ulcers was one of the diseases or conditions 
for which the drug was intended and that the labeling failed to specify 
directions for use in the treatment of stomach ulcers. Io opposition 
to the motion, the claimant submitted affidavits of a physician and of 
the persons who had prepared the layout for the advertisement. In 
substance the affidavits of the advertising men stated that they had, 
prior to circulating the advertisement, showed it to a number of other 
persons and that those persons had in no instance received the im 
pression that Tryptacin was represented for anything more than to 
offer relief from pains due to excess stomach acidity and, moreover, 
that the advertisement, when construed as a whole, would not give to 
any reader the impression that the product was recommended as a 
cure for stomach ulcers. The affidavit of the physician stated that the 
directions for use in the labeling were adequate for the purposes for 
which the product was sold. On the basis of these affidavits the court 
held that there was a substantial question of fact outstanding, and 
denied the motion for summary judgment. The ettect of the motior 
therefore, was to reduce the questions of fact involved to the 


one of the interpretation of the advertisement 


\t the trial, the government presented, in support of its conte 
tion that the advertisement offered Tryptacin as something more that 


of those 


a mere antacid, several types of evidence, including most 
discussed above. The first witnesses were persons who were actually 
suffering from stomach ulcers and who testified that they had pur 
chased Tryptacin on the basis of an impression received from the 
advertisement that the product would give permanent relief from or 
in other words, “cure” their ulcers. While this testimony may no 
have been necessary in the establishment of a prima-facie case, in vie 
of the holdings that actual deception need not be shown, it undou 
edly served to bring to the attention of the court the direct impact 
the advertisement on the person suffering from stomach ulcers 


‘ . 
te 


The government then presented the testimony of a prot 


psychology from the University of Minnesota whe 


advertising 
fied, as the experts in the same field had similarly done in 
Health Aids case,’ that the language and composition of the advertise 


ment were such that they would give to the reader havi 


Although this case nvolved charges letermination of the ses 
of inadequate directions for use and not product is intended to be put 
false and misleading claims, it is apparent Cited at footnote 31 


at eac of these misbrandings involves 
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ulcers the impression that Tryptacin would cure ulcers, as well as 
give relief from pain due to hyperacidity. Another expert, with sim 
ilar qualifications, corroborated this testimony, as well as testifying 
to a consumer survey dealing with the significance of the advertise 
ment 

In this survey, 200 subjects were permitted to read the adver 
tisement and then questioned as to the ideas which it conveyed 
to them. A substantial number received the impression that Tryptacin 
was represented as a cure for ulcers. The results of the survey, 
including the interview sheets and tabulations of the answers, were 


received in evidence over objection of counsel 


The concluding witness for the government was a physician spe 
cializing in diseases of the intestinal tract, including stomach ulcers 
who testified that in his opinion a person suffering from ulcers would 
have received the impression that Tryptacin would do more than 
relieve the acid pain. This testimony was similar to that held admis 
sible in the Charles of the Ritz case.’ 

The claimant relied largely on the testimony of physicians. h 
addition, however, to testifying as to their opinion with respect to 
the impression which the advertisement would give to the reader 
(which opinion, needless to say, was diametrically opposed to that of 
the government witnesses), the claimant’s physician witnesses wert 
permitted to testify that they had shown the advertisement to a num 
I of their professional associates, neighbors and casual contacts 
and asked them what the advertisement conveyed to then \s the 


witnesses reported the results of their questioning, not a single persor 


had received the impression from the advertisement that the drug 


was intended to give anything more than reliet 
excess stomach acidity 

\lso presented by the claimant, as it had done 
the motion for summary judgment, was testimony of the t 
who had participated in the composition of the advertiseme1 
advertising agency. These individuals testified that they 
shown the advertisement to other persons and that 
they found that the reader had received the impressi 
uct would cure ulcers 

On the basis of all the evidence, the court found 


ment. From the opinion, it would appear that the factor \ 


Cited at footnote 30 
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influenced the court was the failure of the claimant to answer satis 
factorily the same type of question which was asked (and was also 
not answered) in the Bradley ** and Fairfax Cigarette ** cases, that is 


If Tryptacin is intended only as an antacid, then why should there be 


reference at all to stomach ulcers in its advertising, let alone the prominen 


play which actually appeared 


\lthough the court apparently reached its decision principally 


from a reading of the advertisement and application of the rules of 
construction set forth under “Legal Principles Applied to Interpreta 
tion of Labeling or Advertising,” above, the opinion also contains a 
detailed analysis of the evidence. The particular significance of the 
court’s remarks in this respect would seem to lie in the fact that all 
of the evidence as to the effect which the advertisement would have 
on the mind of the reader—both opinion and otherwise—was con 
sidered to be admissible, although little weight was given to the 
results of “surveys” taken by persons not specially qualified for such 


work, and where the results were not recorded or offered in evidence 


Audience Problem 


No discussion of the interpretation of the language of labeling 
and advertising would be complete without reference to the level of 
intelligence or other distinguishing characteristics of the audience 
to which the literature is directed. This problem arises in connection 


with both the law and facts of a particular case and, consequently, 
may best be ( onsidered asa separate subject. 


In the Harper case,*° decided in 1908, the court instructed the 


rstand them if 


This language illustrates an early and continuing judicial concert 
to insure the interpretation by the trier of fact of promotional litera 


ture so as to insure the protection of the consuming publi 


ted at footnote 8 under the same trade-marked nan 

“ited at footnote 12 label format No similar effort w 

Cited at footnote 6 to bring this fact to the attention 

“An extension of this principle is found retail customer. On these facts the ( 

in S. 1 Dozen Bottles of “ instructed the jury that the question 
Kleinfeld and Dunn, Federal Food, Drug fore it was not whether the dealers were 
and Cosmeti« ict Judicial and Adminis deceived but only the average member 
trative Record 5 19, p. 89. There the of the buying public who was not inforn 
manufacturer of a drug expressly advised and would be misled by the 
his retailers of a change in identify of his product 
product which he continued to market 


; 
ed 


way tnis 
is gotten up and handled 
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Moreover, the courts have gone even further in an attempt to 
achieve this end by adopting an even more liberal view of the class 
of persons whom the law is intended to protect from the harmful con 
sequences of false or misleading advertising. Thus, in an old case 
involving unfair trade practices by trade-mark infringement, it was 
stated 

The law is not made for the protection of experts, but tor 
vast multitude which includes the ignorant, the unthinking 
vho in making purchases, do not stop to analyze, but art 


ances and general impressions.” 


This statement was for many years accepted as applicable in 
decisions under the Federal Trade Commission and Federal Food 


Drug, and Cosmetic Acts.** 


In U. S.v. 88 Cases . . . Bireley’s Orange Beverage,” however, the 
court expressly rejected the language of the previous cases relating 
to the extent of protection given by the Act. Instead, the court pri 


posed the following more restrictive scope 
correct standard was the 
imstances as attended retail « 
matter as this withou 
ontemplated th react 
t, who lacks special competency 
exercises a normal measure 


nstitutes 


In recent years there has been a tet dency 
portance of intelligence as a criterion 
sleading nature of promotional material 
the court found it unimportant on the fa 


whether the Federal Food, Drug and Cosmet 


rotect the mass of society, including the ignor 


or the less extensive group having “a layma 
gyment,” since it found that the advertiseme 


but one impression to a member of either 


Florence acturing Company t 
vod Manufacti y Company, 178 F. 73 

CA-2, 1910) 

* Federal Food, Drug, and Cosmetic Act 
S. 1 Packages of Marmola Prescrip 


n Tablets, 48 F. Supp. 878 (DC Wis 
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In another case, U. S. v. Vitamin Industries, Inc.’ involving the 
+4 


labeling and advertising of vitamin products recommended for use 
by older people as a rejuvenator, the court again appeared unimpressed 
with intellectual level as a standard for determining the effect which 
written matter will have on the reader. The court did, however, apply 
a very realistic standard, as appears from the following language of 
the opinion: 


But allowance has also to be made for the susceptibility to the publicity of 
the groups or types of people at whom it is peculiarly aimed. The present drugs 
and their supporting publicity would have no appeal, and little meaning, to young 
persons, athletes, high school or university students, or youthful workers or 
business or professional people. But it is quite otherwise with men and wome1 
bevond middle age, the so-called older folks of the type pictured in the challenged 


nce 


newspaper advertising As most members of the federal judiciary will at 
realize, those oldsters need little more than a vagrant suggestion to lead then 
to hope in the restorative ministry claimed for the defendants’ tablets.’ 

It is apparent from the Vitamin Industries decision that the “spe 
cial audience” approach adopted by the court is a reasonable one. It 
was, however, only a coincidence that the trier of fact in the ["itamin 
Industries case was a member of the federal judiciary and part of an 
age group which would be susceptible to an article for which claims 
of rejuvenation were made 

There is no hard and fast answer to the “audience” problem. But 
in actual practice, it is likely that a trier of fact will tend to adopt 
protective attitude toward the consumer to whom the labeling ts pat 


ticularly addressed 
Conclusions 


For many years the problem of interpreting labeling and adver 
tising in enforcement litigation was handled simply by asking the 
trier of facts to read the material and to decide what it meant, in 
accordance with principles of construction largely based upon com 
mon sense. The argument of counsel as to the common-sense cot 
struction of labeling was a major factor in each case. In other words 
the parties relied principally upon the forensic ability of competing 
advocates to convince a nonexpert judge or jury what a mass com 


munication conveyed to the public. Whatever may have been the 


defects or advantages inherent in this method of procedure, it was 


'CCH Food Drug Cosmetic Law Reports by those to whom they appeal (Ford 
{ 7319, 130 F. Supp. 755 (DC Neb., 1955) Motor Company v. FTC, cited at footnote 

*The standard here set forth would 23.) The same standard was applied in 
appear to be an extension of that followed U. S. v. 10 Cartons Labeled in Part 
in earlier cases, such as where it was held “Hoxsey,’’ CCH Food Drug Cosmetic Law 
Advertisements must be considered in Reports {§ 7402, 152 F. Supp. 360 (DC Pa 
their entirety, and as they would be read 1957) 
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not until a relatively recent date that any significant attempt was 
made to develop lines of evidence tending to prove that a particular 
impression would be received by the reader of a particular label or 


advertisement. 


The failure to present this type of evidence at an earlier time 
may have been due largely to the nonexistence of a relative objective 
means, such as the public-opinion survey, for determining quantita 
tively the reaction of the public to particular promotional material 
However, another cause for the slow development of a systematic 
presentation of such evidence lies probably in the facts that, except 
under certain limited circumstances, the language of labeling and 
advertising speaks for itself and that, when the question of interpreta 
tion 1s tried to a jury, it is a matter which that body would seem to be 


well qualified to decide.™ 


In most cases where evidence on this point has been used, there 
was some special reason for the presentation. Thus, in the Tryptacin 
case,”* the question of the significance of the advertisement was brought 


sharply into issue by the motion for summary judgment 


Moreover, neither party is placed in a particularly advantageous 
position by the presentation of the type of evidence under discussion 
If the jury is instructed in a case involving ambiguous labeling state 
ments that the law proscribes language which “may” mislead and 
deceive and that no actual deception is necessary, the defendant or 
claimant must rely on evidence showing not only that no person was 
ever deceived by the labeling or advertising, but that no deception 
could possibly exist. If ambiguity or inconsistency can be ascertained 
from examination of the writing itself, such evidence may be patently 
incredible. On the other hand, the government, with a correspond 
ingly lesser burden, might, if it attempted to present evidence dealing 
with construction of the labeling or advertising in every case, find 
itself burdening the trier of facts with a matter concerning which 


there might be no doubt whatsoever, and thus overproving its cases 


[The End] 


For additional discussion of the use of ‘Cr. L S. vw. && Cases Bireley's 
the public-opinion survey in litigation, see Orange Beverage, cited at footnote 35 
Sorensen and Sorensen, ‘‘The Admissibil Cited at footnote 12 
itv and Use of Opinion Research Evi- “Under circumstances where it is 
dence,”” 28 New York University Lau deemed desirable or necessary to present 
Review 1213: note, ‘‘Public Opinion Sur- evidence on the point, the opinion survey 
veys as Evidence The Pollsters Go to conducted under proper supervision, would 
Court,"" 66 Harvard Law Review 498; seem to be the most accurate and perhaps 
Barksdale, Use of Survey Research Find- the only means of determining public re 
ings as Legal Evidence (1957) action to labeling or advertising 








Import Meat Inspection 


j pre SUBJECT of this paper is the same as the subject of one 
that I had the privilege of presenting to you last January. Then 
| explained the federal import meat inspection program to you in 
terms of its history, its legislative background, and how it 1s organ 
ized. Today I would like to tell you something of how the import 


meat inspection program operates 


It is quite a substantial operation. During the 12 months ending 


June 30, 1958, there were nearly 500 million pounds of foreign meat 
and meat products inspected as they were offered for entry into this 
country Thirty countries of origin were represented. Meats and 
meat products of all descriptions were offered for entry, including 
fresh meats, cured meats, canned meats, sausage products, smoked 
meats, and the like. More than 5 million pounds of these products 
were refused entry because of failure to conform with the meat inspec 
tion requirements in one way or another. The product which passed 
the inspection and was released for entry into this country was iden 
tified with the mark of federal meat inspection and thereafter, as 


provided for by the law, it was deemed and treated as domestic product 


Che federal import meat inspection program is set up under 
authority contained in Section 306(b)-(c) of the Tariff Act of June 
17, 1930. That statute prohibits the importation of meat into the 
United States unless such meat is healthful, wholesome and fit for 
human food, and otherwise in comphance with regulations made by 
the Secretary of Agriculture. by regulation, the Secretary provides 
that, to be eligible for importation into this country, the import meat 
must have originated in a country which is recognized by the Secre 
tary as having a system of meat inspection comparable to the federal 
program in this country. When the meat is offered for entry, it must 
be accompanied and identified by an official certification from the 


government of the country of origin. The certificate must conform 
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By A. R. MILLER 





Dr. Miller, Director of Meat Inspection, United States Department of Ag- 
riculture, Read His Paper at the 1959 Meeting of the New York State Bar's 
Section on Food, Drug and Cosmetic Law, in New York City on January 28 


with the approved wording and design, and it identifies the meat that 
is being offered for importation as having been prepared in the country 


of origin under a system of inspection control that had been previously 


approved by the Secretary. The properly certified foreign product is 


then eligible for the inspection which will determine whether it may 


be released for entry into this country. The United States Customs 
will not release import meat for entry until it has received this inspec 


tion clearance 


Reasons for Import Inspection of Meat and Meat Products 


The objective of the Inspection routines that are applied to import 


meat and meat products is to assure that when the foreign meats art 
brought into this country they are wholesome, free from adulteration 
and not mislabeled. The federal meat inspectors who are assigned to 
import work are required to adapt their inspection procedures to the 
problem presented by each importation. The products 


the circumstances connected with importations from 
must 


world are so varied and complex that the inspector 


considerable latitude in his choice of the inspecti 


used in connection with a particular importation 


Many parties are interested in the adequacy 


inspection controls. The American consumer ts 


beneficiary, and he is entitled to the full pre 
\merican industry keeps a watchful eve on the 
| it 1s entitled to be rotected 


program because 


r a dumping ground for 


, 
states becoming 


Those American interests that are identified w 
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no unnecessary restriction imposed on such trade. Certain govern 
ments of states where there is an active maritime trade take a positive 


interest in import meat Inspection controls 


Control of Animal Disease Contagion 


Incidentally, over and above all import meat inspection require 
ments, the importation of meat into this country is subject to animal 
disease control legislation. Those foreign meats that may carry the 
contagion of animal disease are prohibited from entry under compre 
hensive regulations (9 CFR 94). These regulations apply particularly 
to fresh meats but even certain processed meats are involved. A« 
cordingly, an importer should not assume that an acceptable foreign 
meat inspection certificate carries assurance with respect to animal 


disease control restrictions 


To meet a practical need, the import meat inspection regulations 
provide an exemption from certification and inspection for small im 
portations for the consignee’s personal use. This provision is pat 
ticularly useful as one visualizes the free movement of people back 
and forth at the many points of entry along the Canadian and Mexican 
borders and also the opening of more and more international airports 
throughout the country. As a guide to what might be regarded as the 
limits for so-called personal consumption, the amounts are as follows 
smoked and ftresh meat—100 pounds; canned meat products—50 


pounds; and summer or dry sausage—20 pounds 


“Customs Entry’’ Procedure 


When a commercial consignment of foreign meat is offered for 


entry into this country, it 1s usually handled by a Customs broker 
who is a private businessman licensed by the Collector of Customs to 
operate in a particular district. He arranges for a “Customs entry” 
which is said to be made when the required documents pertaining to 
t particular foreign consignment have been filed at the customhous« 
and the United States Customs has designated a serial number to 
identify the consignment for all further reference. These documents 
usually consist of (1) a bill of lading, (2) a consular invoice which gives 
a detailed description of the product and such other pertinent informa 
tion as the name and address of the shipper, country of origin of the 
product, consignee, and so forth (this is certified at the United States 


Consul’s Office in the foreign port of lading) and (3) United States 





> 
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Customs forms. One of the Customs forms is a permit which instructs 
the United States Customs inspector at the point of arrival in the 


United States concerning delivery of the consignment to the consignee 


\fter Customs entry is made, the Customs broker executes a form 
entitled “Application for Inspection of Meat and Products for Im 
portation.” He presents it to the local office of the Meat Inspection 
Division together with copies of all of the documents mentioned in 
connection with making the Customs entry along with the official 
foreign meat inspection certificate 

Various kinds of entry are made depending on where the Customs 
broker desires to have the foreign meat presented for inspection inci 
dent to entry. The various types of entry are provided to enable the 
consignment to be handled with a maximum amount of latitude in 
connection with its shipment and storage in this country subject only 
to location of our inspection personnel, In any case, until the con 
signment passes the inspection, it continues in Customs custody under 


some form of delivery bond 


Meat Inspection Division Comes into Picture 


When the Importer 1s ready to have his product inspected he 
makes an appointment with the local office of the Meat Inspection 


located 


Division to meet with the inspector where the consignment is 
The file on the entry is given to the inspector who is assigned to 
make the inspection. In connection with the inspection the inspector 


makes such arrangements as are necessary for having laboratory 


analysis made of samples of the product. At this time he also checks 


to determine whether the label on the consignment is o t has been 
previously approved 
When the inspector finds that a lot of 
inspected incident to its being ottered 
reason not eligible for 
lector of Customs at the port of entry 
such product and to direct 
within a specified time, usually 
al from the country, the reject 
therwise handled in a way 
of human tood 
ll lots of rejected meat are 


sometimes disp sed of 
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product is reduced to soap greases or fertilizer. There have been 
cases where unclean foreign meat that was rejected for entry was 


converted, under supervision of the inspector, into commercial dog food. 


The principle involved in disposing of the rejected product by de 
characterization or other handling that takes it out of the channels of 
human food applies to the bringing into this country for nonfood 
purposes of meat that is not covered by recognized official foreign 
certification. For example, in recent years the demand for horse meat 
for use as an ingredient of dog food has exceeded the domestic supply 
lo meet this need, substantial quantities of foreign horse meat have 
been imported. Some of this horse meat was not covered by recognized 


official horse meat inspection certification. Importers of this uncerti 


} 
| y 


fied horse meat treated it prior to importation by discoloring it 


1” 


way that would preclude its use as an article of human food. Sit 
the import meat inspection requirements apply only to human 
its provisions do not cover such decharacterized product and 


be offered for entry without certification or inspection 


Port-to-Port Customs Custody of Meat for Reshipment 


Some years ago the question arose as to 


import meat provision of the Tariff Act to foreigi 


across the United States from port to port under Customs custody 


the purpose of shipping the meat out of the United States at de 
tion. In the broad sense, meat which 

the territorial limits of the United States is 

lecided, however, that such interpretation 


eed not be controlling in the case in question 


In the sense that the word “imported” 
elieved that only meat brought into the | 
f disposing of it in commerce here is, 
reasoned that the transportation of meat in Customs 
the United States for exportation to a foreign country does not 
template its disposition in the commerce of the U1 
does not constitute an importation within the meat 
\ccordingly, it was decided that so far as concerns the 
nspection provision of the Tariff Act, meat that 
entry into the United States may be transported 


in this Way 
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Again, it must be emphasized that import animal disease control 
laws prohibit the bringing into this country of, for example, fresh 
meats from certain countries where there is foot-and-mouth disease 
and certain other animal diseases. Meats that come under these 
prohibitions may not be brought into the United States under any 


circumstances. 


Another question concerns the application of the import meat 
inspection provision of the Tariff Act to meat transported under 
Customs custody from one port in the United States to another port 
in the United States, there to be sold and distributed to steamship 
companies at shipside for use as sea stores. It was reasoned that 
such shipment of foreign meat in the United States would not be 
subject to the import meat inspection requirements if the transaction 
were not in fact an “importation.” It was considered to be reasonablk 
that only foreign meat brought into the United States with a view 
of disposing of it in the commerce of this country is imported into 
the United States. The sale of meat in a port of the United 


even for use as sea stores, was considered as being 


ya 


transacti 
the commerce of the United States It was decided, therefor 
such handling of foreign meat in the United States is subject 


import meat inspection provisions of the Tariff Act 


Since the import meat inspection program derives 
from the Tariff Act, the program applies only to those areas covered 
by that act. Accordingly, there is no federal import at inspectior 
authority in the Virgin Islands, American Samoas and of Guam 
and the Marshall, Caroline and the Marianna Islan: importa 
however, that it has been decided 
has been rejected under the 


it be lawfully shipped to one of these 


Secretary's regul: ms, such rejecte: 


stroved o1 expo : | xportation con 
These locations are not “fore; 


ne under the jurisdiction of the Tarif 


Foreign Trade Zones—Special Problem Affecting 
Meat-Product Importation 
nes in the United States operat 
vision of » Forex Trade Zone Board created by 


approved June 34. The purpose of tf 
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of entry in the United States is to expedite and encourage foreign 
commerce and related activities. Such a zone is an enclosed and policed 


area in, or adjacent to, a port of entry operated under federal supervision 


as a public utility into which may be brought any foreign and domestic 


merchandise without being subject to the Customs laws of the United 


States or to the payment of duty 


Merchandise permitted in a foreign trade zone may be stored 
exhibited, manufactured, mixed or manipulated in any manner. If 
re-exported, such merchandise is not subject to the payment of duty 
If, however, it enters the United States from the foreign trade zone 
the usual laws and regulations apply. Foreign trade zones are now in 
operation in the ports of New York, New Orleans, San Francisco 


and Seattle 


Foreign trade zones, as such, present a different and peculiar 
problem affecting the importation of meat products. Although the 
general authority governing these foreign trade zones permits the 
processing or rehandling of merchandise, this cannot be applied t 
meat products imported into the United States. As mentioned previ 
ously, meat products imported into the United States are required 
to be certified as packed, prepared and labeled in the country of origin 
Therefore, any rehandling or repacking and processing of a foreign 
product in a foreign trade zone would nullify the original certificate, 
since it would be done without any supervision by the foreign meat 
inspection service; the Meat Inspection Division would have nm 


authority, in a foreign trade zone, to make inspections 


Use of Meats from Trade Zone as Ship Stores 


The question has been raised as to whether meats from a foreigi 
trade zone could be used as ship stores without being formally entered 


through Customs and presented for import meat inspection 


It has been ruled that the Trade Zone Act provides for certai 
handling of merchandise—repacking, assembling, etc., “and | for it to] 
be exported.” Fundamentally, the word “export” means to “carry out” 
as used in the Constitution and laws of the United States, it generally 
refers to transportation of goods from this country to a foreign country 
Therefore, the “exportation” contemplated by the Trade Zone Act 
would not be satisfied by the sale of prescribed meat for use as sea 


stores or ship stores. Meat product for ship stores would need to 
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be entered into the United States from the foreign trade zone and 


pass the usual inspection before being eligible for use as ship stores 


As with our domestic meat inspection controls, our system of 
label approval is the key to applying standards of composition to 
foreign meat product to assure their conforming with what the 
\merican consumer is entitled to expect of a particular product. One 
of the requirements enforced by the inspector when he examines a 
consignment of foreign meat product is that the label which is used 
on the consignment is one that has received approval for the particular 


kind of product 


The procedure that is usually followed to obtain approval for a 


label for a foreign product is to have the meat inspection program’s 


trade label office receive a request for approval of a label in anticipa 


tion of its future use on a consignment of foreign product that is 


ntended to be offered for entry into this country. When it is sent in 


for approval, such label is accompanied by full information concerning 


the product. This includes the ingredients used in its preparation and 


“ 
~ 


a complete description of the processing method used in manufacturin 


the product 


Standards of Composition—Application 


he application of standards of composition to foreign meat prod 

uct sometimes presents interesting problems. When it is a product 
tt usual to this country but is of a well-known and recognized 

it product in the foreign country, it is presumed that the stand 
composition which is recognized for the product in the country 
rin must be the one that the American purchaser would expect 


oduct 


a different matter when the foreign meat product is of a 

Iso widely distributed and known in this country 

Frankfurters are a good example of this kind of product. There is a 
well-established standard of composition for ftrankfurters, and the 
\merican consumer is entitled to have the product so labeled meet 
this standard. Actually, it happens that frankfurters as they are pre 
ired and normally distributed in Europe contain additives in amounts 

that are regarded as adulteration under our standards. Even German 
frankfurters from Frankfurt-am-Main, which is supposed to be where 


frankfurters originated and where they got their name, do not conform 
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with American standards. Nevertheless, frankfurters that are brought 
into this country—even those from Frankfurt-am-Main—are required 
to conform with the standard of composition for frankfurters as that 


standard is applied to the domestic production. 


Far-Reaching Effects of Practical Program Newly Evidenced 


The practicality and value of the federal import meat inspection 
program were severely tested during the recent period of beef short 
age in this country. The lively demand on the part of the meat packet 
for processing beef carried prices to a level that attracted beef from 
countries that had not previously been in the American market. Con 
signments of beef began to arrive from countries that had theretofore 
shipped other classes of meat products only to this country 

\s these shipments were offered for entry, the importance of the 
inspection-at-port-of-entry phase of the import meat inspection pro 
gram became apparent. Rejections of of foreign beef brought 
officials from those countries here to confer with us on our sanitatior 


standards. Those officials returned to their countries and organized 


ga 
controls that were effective in correcting details connected with prod 


uct handling, packaging and shipping. Without the opportunity of 
taking direct action by means of the inspection control at the port 
of entry and as a result accomplishing prompt corrective results, this 
country might have become a dumping ground for unclean and unfit 


beef from all corners of the world. [The End] 


KANSAS DAIRY-PRODUCTS PRICING PROVISIONS 
HELD INVALID 


In State of Kansa 
as Supreme C¢ 
w dec lari y it unliawtul 
1} 
i 


| dairy products at less 


s¢ 
t 


t + 


plies to a retailer at less 

inlawful for a wholesaler, process 
anv secret discount or to permit 
dairy products are furnished to 
ind (1), 1957 Supplement to Gen 


iese provisions 
According to the court, the provi 
ot the Fourteent! Amendment to the 
id of the bill of rights of the Kansas ¢ 
tive because tl do not require a criminal 
oscribed act, do not define with exactness the 


nnite as to exceptions concerning liability 





By JAMES C. MUNCH AND JAMES C. MUNCH, JR. 


Notices of Judgment—Cosmetics 


C. N. J.’s Nos. 1 to 205 


This Study and the One Following It Continue the Fine Series Featured in 
This Journal in 1955, 1956 and 1958. These Two Deal with N. J.'’s Under 
the 1938 Act Which Have Pharmacological Import. They Were Presented 
Before the American Pharmaceutical Association, at Los Angeles in April, 1958 


, PREVIOUS REPORTS on notices of judgment (N. ].’s) 
dealt with proceedings under the Federal Food and Drugs Act of 
June 30, 1906, published in accordance with Regulation 6. The N. J.’s 
were published from time to time, but information on foods, on drugs 
and on cosmetics was not segregated. Our studies, therefore, required 
classification of information under these various headings. The Fed 
eral Food, Drug, and Cosmetic Act of June 25, 1938, separated infor 
mation and controls upon these three classes of products, after listing 
the general provisions of the Act which covered all products subject 

it. Section 601 deals with adulterated cosmetics, Section 602 deals 
with misbranded cosmetics and Section 604 provides for regulations 
for harmless and suitable coal-tar colors. Section 705 authorizes pub 
lication of reports and information regarding cosmetics (as well as 
foods, drugs and devices). In accordance with this proviso, there 
have been a total of 205 notices of judgment, to date, dealing wit! 
cosmetics (C. N. J.’s) 

Of this group of 205 N. J.’s, there were 112 which had som: 
pharmacological significance and there were seven contests. A brow 
tint (C. N. J. 113) was seized, charging that it contained a poisonous 
or deleterious substance (paraphenylenediamine) which might rendet 
t injurious to users under conditions prescribed in the la 
that it was a coal-tar color which had not been listed for use 
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metics. The judge refused to dismiss the libel and gave judgment for 
the government. This decision was affirmed by the United States 
Court of Appeals for the Fifth Circuit. 


In a case brought against lacquer pads (C. N. J. 147), a plea of 
guilty was entered and the court directed a fine. On appeal, the deci 
sion of the district court was affirmed by the Seventh Circuit 


In another action against a different lacquer (C. N. J. 151), the 
defendant pleaded not guilty, the jury returned a verdict of guilty, 
and the court handed down a sentence of one year in jail and a fine 
of $1,000 on each of four counts. Combined with an action against a 
drug product (D. D. N. J. 2121), the case was appealed to the Seventh 
Circuit, which reversed the lower court. After a petition for rehearing 
was denied, the defendant entered a plea of nolo contendere on both 
products, and a fine of $2,000 and costs was imposed. In addition to 
a number of drug products, a cosmetic containing lead acetate and 


sulfur was the basis of C. N. J. 143. Entering a plea of not guilty, the 


case was tried, and the jury returned a verdict of guilty on the cos- 


metic and the drug counts, after which the court pronounced a sen- 
tence of 57 days in jail. 

\ction was brought against a lash and brow tint (C. N. J. 76) 
on the basis that it contained poisonous and deleterious substances 
pyrogallol, ammoniacal silver sulfate and silver nitrate—which might 
render it injurious to users under the condition recommended in the 
labeling. A plea of not guilty was filed, and a lengthy trial was held 


before a jury, which was unable to agree on a verdict. The case was 





A Well-Known Medical Consultant, Dr. 
James C. Munch, of Lansdowne, Penn- 
sylvania, Also Serves as a Member of 
the Department of Pharmacology at the 
Hahnemann Medical College, Philadelphia 
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James C. Munch, Jr., Is Presently 
a Student at New York University 





retried, particularly with reference to the possibility of injury from 
the use of the product as directed. The court pointed out in its charge 
to the jury that a poison has been defined as “any agent which intro 
duced especially in small amounts into an organism may chemically 
produce an injurious and deadly effect 

or destructive article 


“May” is an 


\ deleterious substance means a harmful 
usually understood to be capable of destroying life 
auxiliary verb expressing ability or liability, possibility or probability 
It is necessary for the government to prove that substances are poi 
sonous, deleterious and likely to result in injury to users under condi 
tions prescribed in the labeling. The expert witnesses who testified 
should be considered and their testimony weighed as the jury weighed 
the testimony of other witnesses, considering the reasonableness, the 
learning and the experience of such witnesses. The jury returned a 
verdict for the claimant, and the product was returned 


Misbranding was alleged, in C. N. J. 105, of a permanent wave 
solution and wave set which claimed tonic properties. The article 
contained ammonia and ammonium sulfite in water. Evidence was 


offered in the trial before the court and jury by the government and 


by the claimant, after which a verdict was returned for the claimant 


Misbranding was alleged against a hair lotion (C. N. J. 152) which 


had been manufactured for more than 90 years, in that its name was 
misleading since it contained only one part of quinine in 5,000 parts 
of the product. The government claimed that this was a very small 
the evidence 


or inconsequential amount of quinine. After hearing 


the jury returned a verdict of not guilty 
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Summarizing, it might be noted that the government won four 


of the seven contested cases brought against cosmetics. 


\ number of actions were brought against a permanent wave 
which contained ammonium sulfide ; seizures were made. No claimant 
appeared, so the product was destroyed. Action was brought against 
lipsticks containing cadmium and selenium; against dental creams 
containing hard material with sharp edges; against a plastic mask 
containing clay and benzaldehyde; against a number of products con 
taining uncertified dyes. A number of hair dyes contained lead acetate 
and cantharides; also, lash, eyebrow and hair colorings contained 
Shampoos contained a dangerous or deleteri 


paraphenylenediamine 
hair or lash tints contained ammo 


ous quaternary compound. Other 
niacal silver nitrate and pyrogallol. Hair straighteners contained large 
amounts of sodium hydroxide. Bleaches contained mercuric chloride 
and urea peroxide. Other products were claimed to beautify the skin 
and remove wrinkles because of the presence of vitamins or lanolin 


There was some overlapping of claims between the cosmetic are: 
[The End] 


and the drug area 


Notices of Judgment— Foods 


F. N. J.’s Nos. 1 to 23,400 


JUDGMENT published in accordance with Regu 


TOTICES OF 

lation 6 of the Federal Food and Drugs Act of June 30, 1906, 
were screened to permit study of those dealing with foods, in which 
Federal Food 


there were some pharmacological implications. The 
Drug, and Cosmetic Act of June 25, 1938, separated information on 
foods into Sections 401-408, dealing with adulteration, misbranding 
emergency permit control, exemptions, margarine, tolerances for 


poisonous ingredients and pesticide chemicals, and certification of 





N1 


JUDGMI 


NOTICES O|! 


1 


, ii P OAU SU DA : *)) ; OGLE ! LIAQd 
BAIINpPe paAjoau | 
HOM JUALIUIAIAOS { oP ) ' wo iput \ 


redwood BurAyyou yoy ssonbor| 
j2 Joesnjovynueu : pastoral LW) 
LSBJOILJID Potusp 4sNO ) MUTANS SayBye 
payuy ‘ywadde jsayuod UO poe /-\ 
jret ul SABp /¢ ‘PDUITUAS [ayBJIOR pKa] 
post se ty 
WUIeY IUILURIpouoajAu yd-d S pause C-y ) 
NUO} JOU FOS*CHN 
ON*Y ‘ON AY UOLULUY “[O[[PSOJAd 


SpuUIMMmo +) 


COZ-L S.f ‘N ‘D> *S488}U0D 4O BWIOIINEG 


Prot 
‘ 


Aryewuing 


tOhor] Ie EY 
| BAL 


ped mb] 


LIN SER H 





PAGE 404 FOOD DRUG COSMETIC LAW JOURNAL—JUNE, 1959 


coal-tar colors. Section 705 authorized publication of reports and in- 
formation regarding foods (as well as drugs, devices and cosmetics). 
\t the time of preparation of this report, a total of 23,400 N. J.’s 
dealing specifically with foods (F. N. J.’s) have been published. 


Of this group of 23,400 F. N. J.’s, a total of 860 were found which 
had some pharmacological significance. As would be expected, there 
were a variety of products involved and a number of harmful or de 
leterious ingredients reported. These included arsenic and lead as 


spray residues on apples and other fruits and vegetables; in addition, 


there were reports of the presence of mercury compounds, fluorides, 


and other pesticides, giving a total of 282. There were 125 actions 
brought because of the presence of monochloroacetic acid as a pre 
servative and 78 because of the presence of mineral oil in salad dress 
ings or mayonnaise and on popcorn. A lesser number of reports were 
found regarding the presence of methyl alcohol, dehydroacetic acid, 
coumarin, cyanides, diethylstilbestrol, Gonyaulax toxin and quaternary 
ammonium compounds, and a scattering dealing with the presence 
of sand, stones, glass, metal or plastic toys, and filth. There were a 
limited number in which therapeutic claims made the products re 
sponsible under the drug provisions as well as under the food re 


quirements 


Of this total of 860 F. N ] ‘’s, there were 28 contests. The charge 
of adulteration was brought in 14, of misbranding in ten, and of both 
adulteration and misbranding in four. A plea of not guilty was offered 
in four cases. In one, F. N. J. 12,995, involving vitamins, was sustained 
by the court on the basis of valid guarantees. In two cases the trial 
resulted in verdicts of guilty (F. N. J. 7,926, fluorides in beer, and 
F. N. J. 11,280, mineral oil in salad dressing). In the fourth case 
(F. N. J. 19,380), involving the right of factory inspection of a packer 
of apples, the United States District Court found for the government, 
but this decision was reversed by the United States Court of Appeals 


for the Ninth Circuit and by the Supreme Court of the United States 


There were a total of 24 seizures which were actively contested 
in the courts. The verdicts in 14 were favorable to the government; on 
appeal, two of these decisions were reversed (F. N J 19.101. on a 
beverage, and F. N. J. 17,804, dealing with the presence of metal 
trinkets in candy). On the other hand, decisions in favor of the 
defendant were handed down in ten trials of contested seizures; two 


of these were reversed on appeal (F. N. J. 8,920, on spray residue on 
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quantity 
found in the prod ito which suc 
lay render such manu 
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the district 
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hearing testimony regarding alleged adulteration of dried whole eggs 
(F. N. J. 8-887), including references to the Hipolite Egg Company 
(N. J. 508), it was brought out that the egg powder in question, wher 
seized, was not injurious to health. This lot and another were used 
for baking cakes, and no difference in the finished products could be 
noted nor were there any ill effects from eating such cakes. The clai 


of the government that this egg product was partially d 


decomposed 


irrespective of possible injury to health and based on secret tes 


adopted by the Association of Official Agricultural Chemists 


rejection by the court and to a verdict for 
of the libel 

\ number of cases were brought 
fluorides; contests developed in two 
before a jury on the basis that the beet 
per million. Dr. McNally testified that he 
unless he drank 15 bottles at one time 
testified that eight parts per milliot 


of the judge to the jury stated, in part 


was of no 1 
his system testifi 


witness w;: 


returned a verdict of guilty 


ach defendant, with suspend 


nl with 1 
the government at f three contests 


the decision in fF .. J. 11,280, the cou 
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nutrient, generally sold in drug stores “to oil up the alimentary 

of the human body,” and has no nutritive value. In the charge to t 
jury (F. N. J. 11,484) the same question is put as in an action against 
mayonnaise (F. N. J. 11,482): “Is mineral oil a deleterious substance: 
which may render mayonnaise injurious to health?” In the mayonnaise 
case, the judge found for the government. In the salad dressing case 
the judge pointed out that this 1s a product used as a food by man and 
that the question was whether mineral oil, which “may be consumed 
as a food by the strong and the weak, the old and the young, the well 
and the sick may possibly injure the health of any of these 


Che jury decided that it might, and returned a verdict for the government 
» S os 


With the shortage of butter during the war period, mineral o1 
was used—sometimes with an added vellow color—on popcorn 
substantial amount was ingested, and the question arose as to whether 
this would be harmful and deleterious to health. In F. N. J. 5,635 
the court stated there is no evidence before the Court showing 


that mineral oil in the quantities used would be injurious to the publi 


health.” The case was accordingly dismissed. On the other hand 


FN. J. 8,831 reports granting by the court of a permanent injunctior 
to restrain interstate shipment of popped popcorn containing mineral 
oil. It was stated in the findings of fact that such mineral oil absorbs 
fat-soluble vitamins A, D and k, and also that it tend » Cause rectal 


irritation, with the further finding 


suthicient 
substance which 
efore adulterated w 


} 


In a further action against a mineral o1] 


product (Ff 

the district court found for the claimant and ordered thx 

missed This was appealed to the Fifth Circuit, which rendered a 
majority decision reversing the findings It is concluded that th 


popcorn being sold might contain 12.5 per cent of mit 


tect 


expert testimony recognized the harmful effe 


removing the fat-soluble vitamins. In dissenting opi 
rorcement 
the law r} 


Because of war conditi cocoanut 


ottonseed oil, s vbean and Wesson oil 
practically unobtainable becaus« 
else had to he substituted in | 


nal simular 


af 
piaces 
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ounce ol 


mmon experience with mineral oil, ne 
id, was developed tor 
lt Cl 


f the active ingredient 


A fermentation inhibitor, monochloroacetic ac 
use with various types of beverages, particularly beers and ales 
eral, the solution contained 11 to 34 per cent « 
for addition to the food products. It was stated by the judge (F. N. J 


8,502) that this product is a poisonous and deleterious ingredient 
million, [it] 


even 


though “when used in proportions not to exceed 500 parts pet 
beverages injurious, deleterious or unsafe 


does not rendet foods OI 
the 


This same standard was repeated in 


rr human consumption 
decision condemning this product (F. N. J. 10,001) and in F. N. J 


t 


12.833 in which the label failed presence 


poisonous, toxic and caustic substance 


Although a number of seizures were made without contest, based 


upon the presence of monochloroacetic acid in beer, there was a con 


test (F. N. J. 19,102) which was based upon the presence of the product 
th the claim that the defendants knew it to be a poisonous 


n beer, wi 
The court dismissed this charge 


or deleterious substance upon hear 


ing of the amended information, it was ruled that the 


~ 


most recent offense 


and 


charged had occurred more than three years before such filing 
f limitations. The 


therefore, prosecution was barred by the statute o 


court dismissed the action 


in F. N. J. 12,781 as to whether s: 


The question arose 
a food. This was submitted to the court, which ruled that 
number of products were seized and destroved without cor 
t the presence of sand, dirt, and other nonn 


In F. N. J. 3,721 is the report of a seizure 


to contain added deleterious shell fragment 


product injurious to health This case 


portion of Section 402 dealing with adultera 


The judge's opinion indicated that 


ntain deleterious substances, such 


Co 


of shell oysters. Shell fragments can 
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an ovster food product It was noted “It 1s the character, not the 
quantity, of this substance that controls its ability to injure.” Since 
this shell is not “added” nor can it be “avoided it was concluded 
that the presence of these shell fragments does not ordinarily render 


oysters injurious to health, and the libel was dismissed 

\ similar decision was reached in F. N. J. 8,917—that, regardless 
of the care used, some hidden parts of the viscera or the shell of hard 
crabs may not be eliminated by the cook in preparing the item for 


consumption. While it makes the material unattractive and unpleasant 
Ith 


it cannot be said to be “filthy” nor definitely injurious to hea 


Therefore, the court dismissed a seizure of canned herring roe 


\ somewhat different approach was used fo 


of this same section regarding the presence o 
substances which may render a food injurious to 
tion (d) which states that confectionery should 
nutritive substance except harmless coloring, flavo 
F. N. J. 17,804 it was alleged that candy 
adulterated because they were mixed in 


trinkets or with plastic animals, boots 
demned the products in the vendi 
appeal the Fourth Circuit reversed 
neither the gum nor the candy contai 
ith them in the bowl 


re, neither the gum nor the candy was adult 


t 


the field of vitamin products, mos 
the drug classification The questi 
asis of action reported in FL. N ] 12.995 
indicate that six tablets furnished 10 meg 
question contained a lesset1 
Hollywood, California 
to San Diego, California, which 
it was charged that the provisions of 


that section covered only interstate shipmet 


followed this reasoning and ruled that the 
| 


(on appeal, the United States Supreme Court re 
arguing that such shipments might later enter 
and that a false guaranty should not be permitted 


There was a seizure of blackstrap mol 


Younger, Live Longer, by Gayelord Hauser acc 
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allegedly constituted labeling, and contained false and misleading 
statements regarding the value of the product in supplying many B vita 
mins, with a series of therapeutic claims handled under a drugs-and-devices 


notice of judgment (D. D. N. J. 3,658). In this proceeding, reported 


in F. N. J. 17,852), the basic question was as to whether or not this 


book, which had been published before the product came on the market 
and which did not specifically refer to this brand of molasses, should 
be considered as “‘lab« ling ” ‘The original libel was amended to show 
the relationship between claims on the product and statements in thi 
book, including payments of royalties to the author for use of this 
association, and the district judge ruled that the book was a part of 


the labeling of the product. 


In another action involving the claims made for ar 
ge (F. N. J. 19,101), the question developed as to whether this 
product was a complete replacement for orange juice Che 
submitted to a jurv. which returned a verdict 
On appeal to the Third Circuit, the decisi 
reversed, This had to do with the relationship « 
uct to a ni | food dence was sul 
that the range be age Wd no mtai 
gyuinea pigs were admitted o show that 
animals and in children, to scurvy, 
nge juice Fo 
’ 


is reversed and the | 


case Was then dismissed 


Several products were ottered as 
they would aid 1 reductior 
ind minerals ( 12,996) 
wheat germ and a small 
that the inge 
ing hunger pat 
should be returned to its owner 

all was being sol 


VvTamMm a 


‘ 
~ 


\1 action agatt 
the basis that the wi 


same <¢ harges 
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Federal Trade Commission (FTC Docket No. 4,898). Subsequently 
before a district judge to decide the merits of the 


out that the product c: 
phosphers us 


in action Was had 


unted 
calcium 


ing evidence, the cou 
bel 


1 


23.400 
{ ‘Tnment Wo 


[The End] 


¢ FDA—COURT ACTIONS DURING APRIL, 1959 °¢ 
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CHRISTOPHER 


COMMENTS 





Thomas W. Christopher is associate dean and professor 


of law at Emory 
University, Atlanta, Georgia. 


Inspection The Supreme Court has ruled 


time, on the legality of required inspection for health purposes 
decision upheld the inspection in issue in the case, but five Members 
limits: in fact, five Members held 
indicated) that warrants are required for routine inspectior 
purposes 


of the Court placed definite 


\n inspector of the Baltimore City Health Departmen 
a complaint that there were rats in the area, begat 
al neighborhood He knon ked 


no answel 


at the appellat ts 
inspected the outdoor area around the 
then found evidence of rats—namely, rodent fe 


and trash in the yard; he also found that the house was old 
The appellant then appeared and refused his request t 


allowed to Inspect the basement Che 


caved 


inspector had 


The next day the inspector returned with 
again, there was no response to the knock o1 
again Inspec ted the vard and again found the evi 
upon, the inspector swore out 


alleging violation of the city 


d admit a 


lwenty 


Che appellant was arrested, 
the United States Supreme Court, 


teenth Amendment. The Court upheld 


Varuvland Mav 4 1959) 





are on the majority opinion, one Justice concurred, and four dissented, 
so, on the facts here, five Justices upheld the conviction. But the 
opinion of the concurring Justices indicates trouble for inspection 


laws, as will be pointed out a little later 


The majority of four say that this inspection st: 


11 
} 
Lp! 


e and that there is security of one’s privacy agai 


trusion by the police Che visit is to be in the daytime, not at night 


evidence of a crime, but to inspect 
round, the w megdoer is ordered to abate the nui 
does not do so ts he hable to punishment \lso 
must have cause to suspect a nuisance he ¢ 
appellant sought the absolute right to refuse conse 
tion ‘signed and pursued solely for the prote: 
ven when the inspection is 


1 


venience ot time and piace 


of Mr. Ju 
though brief 


the 
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grounds for the issuance and there was 
warrant was necessary The essence of this position appears to be 
that a search warrant is necessary for any entry by officers inte 
private home (unless there is permission) It would follow that 
routine inspections would not be allowable, due to lack of probable 
cause. The dissent does state, however, that what is probable cause 
for health inspections might be less exacting than in ordinary crimina 
cases 
he concurring opinion and the dissent appear, thus, to difter only 
in that the latter would require a warrant; neither, seemingly, 
ow an entry without probable cause 
lf this analysis is correct, routine health inspect 
private homes, is in for a rough time. Plant inspecti 
not covered by the decision 
ITC and Meat Packers Phe question 
where a meat packer violates the antitrust laws 
Its nonmeat activities is now pretty well sett 
perhaps not as to details For a while, there 
Federal Trade Commission that the agency had n 
ases—which could have resulted in the Departme: 
regulating a steel mill or an airplane factory 
\ decision in the Fourth Circuit ? has now sett 


1 


only workable way. On the facts there, a food 

products, under two labels, of which 14 conta 

yredient; these 14 represented about 3 per cent o annua 
the company. The company claimed, in an FTC hearing under 


tion 2 of the Clayton Act regarding advertising allowances, that 


to the meat products, it was not subject to the FTC, but only t 


Department of Agriculture even as to the nonmeat items 
nN 


Che Court rejected this contention, refusing 


the two acts, and adopted a course which, it thinks 


legislative intent: 


conclude 


(Continued on page 420) 


Crosse & Blackwell Company 1 FT¢ 
H Trade Regulation Reports ‘ 69,236 
262 F 2d 600 (CA-4. 1959) 








Foreign Law Comment 


By JULIUS G. ZIMMERMAN 


per this editor's last report, “Progress o 
io (published in the March, 1959 issue of the : 
call for reporting have taken place 


New Food Law in Venezuela 
The government junta of Venezuela rece 
decree entitled Reglamento General di 
tion), specifically abrogating the Reglan 
(regulation on foods and beverages) of March 7, 1941, which hi 
governed the subject matter heretofore. The new general reg 
was signed by the president and the members of the junta on 
9, 1959, and published in the Gaceta Oficial, No. 25.864, dated 
16, 1959, which is now available but which was apparently 
to the public at a later date than indicated twa »come i 
on the day after its publication it is Now | 
The new regulation is of a strictly general 
articles) in comparison to the 1941 regulati 
articles and contained detailed standards for 
ucts. In this and in many other respects, the new 
a draft that was released for public comment by the for 
Government in 1952, but which was never promul 
it to the department of health to issue detailed 
mental regulation 
most important, but not novel, fe: 
to the department of 
power to permit, prohibit and/or regula 
tion, local manufacture, storage, sale 
ucts, including beverages. The exte 


the health department is best illustr 
| 
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Article 3 of the 1941 


This provision is almost identical with 
reguiation 


Every establishment in which food is processed, stored or sold 


needs a special sanitary permit, which is granted for only one year 


at a time. but which is subject to renewal 


Samples of all food products except those which are “natural 
this requirement must be registered with, and 


il 


or exempted from 
approved by, the health department before they are imported, manu 
factured o1 proe essed: the same apples to their labels and containers 


Every approved food product will be given a registration number 


which has to be prominently displayed on the containet 


important innovatio Articles 25-28 contain other detaile 
labeling and advertising of food products 


not basically 


The 


most 
provisions concerning the 
The new registration procedure is more elaborate, but 
different from the procedure established by the 1941 regulation 
enforcement and the penalties continue to be governed by the basi 


sanitary law. 
Uniform Latin-American Food Code 


The preliminary draft prepared by the drafting committee « 


Latin-American Chemical Congress (Carlos A. Gr: 


\rgentina, chairman), which originally consisted of 19 chapters (li 
on page 668 of the March issue of the JouRNAL) has been implemented 
by an additional chapter on fishery products and iltogether, five 

plements with amendments, many of which were adopted as 


f comments and suggestions received after the distribution 


original individual chapters in Spanish and English translations 


of the code, as amended, was approved by the Seventh L 


draft 
\merican Chemical Congress in Mexico City on April 3, 1959 


‘t of model standards and regulations 


recommended as a s¢ t 


Latin-American countries. However, the congress made it cle 


its concept of the code ts “dynamic” and not “Static” 


approved text of the code should be reviewed and amended from time 


loselv related to the 


to time so as to further improve it and keep it « 


continuous evolution of food technology. The congress appointed 


Food Code committee, likewise under the 


; 


permanent Latin-American 


chairmanship of Dr. Grau, which will continue working on the drat 
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and submit a report on its findings to the Eighth Latin-American 


Chemical Congress in 1963. 


On April 14, 1959, the Food, Drug and Cosmetic Law Sectior 
of the Inter-American Bar Association met in Miami and adopted 
among other decisions, a resolution to establish a close working liaison 


with the permanent Latin-American Food Code committee 


European Food Code (Codex Alimentarius Euvropaeus) 


The European Council of the Codex Alimentarius (for detail 
this organization, see the March, 1959 issue of the JOURNAI 
206-208) held its second meeting in Vienna May 5-8, 1959 


attended by delegates from 18 European cot 


concerned itself with a series of organizational and procedural ques 


tions and considered reports submitted by the five subcommittees 


appointed in 1958 to draft chapters on (1 olors and preserva 


(2) taking of samples for analysis, (3) edible fats and oils, (4) m 


rooms and (5) gel eral principles \t present all the recommen 


tions are still in the drafting stage 


7 


developments will follow in due course 


Fifth International Symposium on Food Additives 


The International Committee of Agricultural Industries 
and the Permanent International Bureau of 
their fifth international symposium o1 
May 11-16, 1959 (for details about the t 
March issue of the JOURNAL, pages 195-196 
The meeting was attended by approximately 
the following countries Austria, Belgium, Bulg 
slovakia, Finland, France, Federal Republic of Gern 
Hungary, Israel, Italy, Luxemburg, Netherlands 
Rumania, Spain, Sweden, Switzerland 
Union), United Arab Republic, United Ku 
The United States of America was not 
The symposium adopted resolutions recor 


a European group of food analysts and ot 


in Europe in order to assure closet 


field 
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Source Material on New Food-Additives Legislation 


increasing number of countries in all parts of the world ar 


to take a special interest in the regulation of the use of 
additives \ll such legislation is of equal importance to tf 


] 


] 7 


cturers engaged in international trade 


ned with problems of food techn: 


, put out on 


nd Agricult 


CHRISTOPHER COMMENTS—Continued from page 416 


Chis decision, based or > sti » prior t 1e 1958 amet 


the 


a gap in 


evel t proceeding 
amendment, putting 


procedural, merely cha 


\ssuming that the switch is procedural, the 1 


\s a result of the amendment, the Cross: 
the FTC rulings, it appears that the FT¢ 


though the respondent owns an interest 


Giant Food Shopping Center, Inc CCH For somev 
' 790 Federal Rules 


rrade Regulation Reports 27 
‘72 Stat. 1749 (1958) California Statutes 
Renaire Corporation, CCH Trade Regu 


ition Reports 27.822 
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